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TI:S’IY NATERTAL ‘, “I 3’ I _ -., ,I “Y‘“,. ./,. ,., rj __:^ .,,- / ,_ .__( __ _ ,, _^ 
Sun Protection Factor (SPF) Assay 
Water Resi$&e Sunscreen Product (WRSP) 
(can withstid” 4O^miriutes water immersion) 

This assay was conducted according to the procedures and criteria outlined in the AS/NZS 
2604: 1993 ‘Sunscreen.~~~~~~‘i^~‘E~aluation and Classification’ issue$,by Standards Australia 
(incorporatedby Royal Charter) and the Australian Stark&d 2610, Part 2 - 1983 private spas. 

The test material in this study was batch no. ~N~~4671 ,^ 
‘,;’ .I 

Provided by Ego Pharmaceut&als Pty.Ltd.. 

The test material was received at the Australian Photobiology Testing Facility Pty. Limited with the follo&ir;g in~‘.cti‘on~i- ‘. .Y ‘” .<(..“,A., .,* <.u ,,.; ( ., ,I ,, ; I Ly c . ,_ j”,,‘ . . \I 

Perform SPF assay including 40 minutes water immersion assay on 10 subjects. 

Expected SPF of SO+. 

Spa temperature maintained at 34 - 34.4 IC: 
Brominecontent rn~.ntain~~~at‘Z7-.~.5 ppm: ” * ’ 
pH maintained at 718’ - 8,O. 
Alkalinity maintained at 80 - 5 i20 ppm as calcium carbonate. _-.--.‘l.i,,_ ;_ ,. ,. 
TESTING TIME FRAME ., -I 1^ .._ 
Date material rqeived: 2 Sep 1994 
Date of completion: 7 Ott 1994 

PURPOSE 

The purpose of this assay is to evaluate the effectiveness of the abovementioned sunscreen test 
material by determining the product’s Sun Protectibn Factor ($PF) efficacy on the &in of 
human subjects both before and after a total of 40 minutes water immersion. ~ ,” _ __, % ,,. _ 

INVESTR+TOR 1 ‘I_ 2. ,i _, ..; ‘ , I’. 
The Australia, Photobiology Testing Facility Pty. Limited 

?* I _,. 

Julianne &$.~,@a&i,%%&utive Director 
Gavin E Greexi&k, Scientific and Technical pirector 
Dr Katherine %&rgokas, Con~ultant,I%&@~tplogist 
Professor Ross I$.$$$$ Consultant Dermatologist d 
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LABORATORY VALIDATION -_ RESULTS . . ,_. ,.. -: ‘i ‘,:, ,l -‘:+$ ‘q~zl’-*~.?*, ,I (., s,, >,.I I ..;I. ,I :I:.. ;.A_ ,~. ,.. ,, , _ “ii. , 
A standard sunscreen constituted according to Federal Register was evaluated on all ’ -_I ‘- 

I _,,.. 

subjects to ensure uniformity of test procedures under solar simulatorcpnd~~i:tions.’ _” ” ‘” 

This sunscreen has a known, $RE .of 4,24 and was issued on- r)XQ2.94 with a standard 
deviation-of “l’.l!.‘ _ ’ ./‘.( ,V$j, :., _ I.. ,, . 

The test material, batch 9.9. “FN 8467, ‘was found k havk’ ‘a stat(c SFII’ oT,$“.O4 
and an SPF of 30.06 post 40 miti&% water immersi&. ” I 

TEST SITE DELINEATION . . . ~/ . “11” ,/ .:.- .z :I. ‘“;y _I I’: >< .,-, _,, ‘. ;‘.:: 1. * ,_-: ,I-,,, ,. 
Test Site Area .,,. __ _ 
A test site area served as an area for determining the subjects Minimal Eryt-hemal Dose (MED) 
after applidati%i of ?&her the $scrSn @oduct, standard contfpJ 05 ,f&,,d+rmining the 
subject’s MED of the unprotected ~skin’(contro1 site). The subject’s MED‘ is tG‘ time of 
exposure that produces the minimal perceptible erythema 16 to24 hours post exposure. 
The area to be tested was?% the back between the belt line and the scapulae (shoulder blade) ^*_ ,*.; ,* .,: ‘(“. *“.. grri, r,ae 
and lateral midline. The’teit site ‘?&& i;iere horizbnti or vertrcafi and rectangular or square. 
Each test site ar&“‘foi abplying-$“@oduct or Wuiard control was 3p cm.square.These test sites 
were outlined ‘with ~tiate~rC@f pen while the sub&t &as ‘in &I ‘Goright position. ” , __. 
Test Subsite Area , . . a.:‘: . (, . * ., L. >i )I > _. ^ ,. i ,.~: ‘. i .,’ _ __ 
Each site was divided into five test ,subsite ar+s that were at.,Least 1 cm square. ,..’ ) : / 1 : j-y;, . . I; 
For the test product two test site areas were used - one for,bef~~e‘-~~~~~imm~r~~qnan~-one for 
after water immersion.. Lotit& of &t.S$e~areas was randomrsed among subjects. For ~the . . r ..“. w&z /,‘.., . >~” ~iC.ii<‘_,,, 1 ._ ,. control product, one test area’+as;&d w”ithout tiater rmmersron. (,_ ,‘_ _ ,,) ,.I 

_ ‘.( “;i’k “*=*a : -)‘l rr: _1 “.,, .>;; + :s,,L’, )I-,i ,*zaJfs j.‘ ,:I-’ : 1 ,~( j_ ; ,:~ I ~-‘-..,: C..’ _:;, _,,(, .j 
Awlication of Test M?tyi$~, 

‘ 
To ensure standardised reporting and to define a product’s Sun Protection Factor (‘$RF) value, 
the application ‘o?%$%duct is expressed on a weight basis per unit X%Xiich establishes a 
standard film. The-test sunscreen product. and the sunscreen standard application is ‘2mg/cm 
squared or 2 uUcm ‘s&Sred~“T!ie 30 cm squared test site a.r.ea$%$&e 60mg of the product. 
Residual amountsof product(s) remaining on the &&“‘%%g~boats and finger stall were I. 
taken into account. 

This test product, a lotion, was spread over the area using a finger stall. 2. 
Waiting 

Before exposing the test site areas after applying a product, a waiting period of at least 15 
minutes w=.employed. 
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QUALITY ASSURANCE STATEY<F?'?<.. j ‘I 7.:; s,.. . 

All work relating to this study was done wj$ University of Sydney Medical Ethics Review 
Committee approval and National. @alth and Medical Res&rch Council guidelines for human -,_-*I, ridi,“x ? _* ,as r :i.&<‘,.~, t>- 
experimentation. 

9 t***. 3, g-~:~~“~~~;~~~i;~~,~~~ ‘J ( ,,>> ,=,, I. ‘V,’ ,I: -i z,. ~, .C~. ,‘,, ( : _, ~ /) ,( ;_ 

The study was subject to continuous monitoring and inspected by Julianne M..M@q..a@ 1 
Gavin E. Greenoak for the period shown below. 

: -, , / _ 

2 Sep 1994 to 7 Ott 1994 

The data in the report were compared with the raw data qd arein.agreement. The report and 
study file were examined to assure that ,if any ‘$ob&%**%$re found during Quality Assurance 
inspections they were correct~~‘~~;‘if~~~~~;thei effects on’t$%6dy documented. 

On and behalf of t&e &$allan Phqtobiology Testing Facility RY. Limited I y ,& ..*; ,“qs :: ;,w;, ._ 
,- _. )I^ I~. (>, ̂ ., _, _I 1 _, j ,\ 

On and behalf of The Austra@n phs,tobi$ogy Testing Facility ‘E’ty: Limited 
I 
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RETENTION 

All original data sheets @!I be retained for,_a period of at least three (3) years or as otherwise 
required by law. ., ,, , 

A laboratory retainer bottle of”,eaqh fuil., study sample shall be retained for a period of at least 
two (2) years or as otherwise reqnred by law. . 
Return or disposal of unused test materials shall be as per the Sponsor’s instructions, to be 
communicated within thirty (30) &yS ofthti &lj&~’ *’ ‘. ‘1 2’. ” > ,, j ..* ,: ,. , , 

This is the fin@, report by the A.P.T.F. P,anel as submitted to Ego Pharmaceuticals Pty.Ltd.. i/‘. . . .,l _I> I.-_ :^ ,._ i 1 __^ 
On and behalf of the Austrahan Photobiology Testing Facility Pty. Limited 

On and behalf of the Austra~i,~,P~~l~bip~?gy Testing Facility Pty. Limited j ,., _ ,; I. .I,, . . . ., 0 ” .,‘“‘,q-% .‘>. _. r,., 
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Australian Pho tobiology Testing Facility 

This is to certify that acc,gr&ng to ASNZS 260411993, ye have measured the 
Sun Protection Factbr of the following product, batch .number BN, !,4S$7, 
submitted td ;he &&-&~~@&$$$~~y T&rig Facility Pty. LimIted (APTF) 
on 2 Sep i99Li by F&b; ~~~~~~~~t~cals,,pty.Ltd.. 

“, ,. 
: 

It was tested on ten (10) people and has a static Sun P$@on Fact& (SPF) of 
68.04 and an,SPF of 30.06 post 40 minutes water i@e$$on. 

&..I7 

Sude 2@4Q05 Ross Street Build,ng. Univemty of .Sydnei/. Nsw 23106 
Telephone (02,692 3878 



-, SUMMARY- SHEET =.TABLE 1 
Estimated SPF used in 
Test Exposuh Series = 50.0 PRE’ wAfiR 

= 25.0 POST .WiTER 
TEST MATERIAL 

Before Immersion .. Before Immersion After lmmetzkon 
. . 40 minutes 

~,. -‘----.“‘..--I~ 80.5 N/A 
66.5 N/A 

* ,.*>:ii-‘ii):.K ,I0 5.3 . . ,.*.-. N/A _ 33.3 

Bti.8467 ’ S.S. 919419 Fi 
-BFi 8467 S.O. Q&/l 0 M. 
BN 8467 SMcC. 10;94/1 M. 
BN 8467 P.M. 1019412 M: 
BN 8467 S.D. 10/94/3 F. 
BN 8467 J.C. IO/9414 M. 

.; ,ii’(q 
iti $j 
lilj2) 
11 (2) 

~ III (2) 
Ill (2) 
Ill (2) 
11 (2) 
11 (2) 

: .v- 
~19 
19 

. 
15 
15 
19 
‘15 
IS 
15 

6.7 
5:3 
5.3 
5.3 
5.3 
4.3 
6.6 
6.6 
6.6 

73.2 30.3 . 
N/A 27.5 

‘66.5 27.5 
66.5 30.3 
66.5 27.5 
60.5 30.3 
‘60.5 30.3 
.66.5 30.3 
‘73.2 ‘33.3 

TEST MATERIAL - Before Immersion 
X (Mean Sun Protection Factor) = 68.04 
‘SD. (Standard Deviatian) = : 6:09 , 
SE. (Staldard’ Error) = 1.93 
S.E.M.‘(Standard Error of the Mean-%) = -2.83 

TEST MATERIAL - After lmmersion- 
X (Mean Sun Protection Factor) = 30.06 
S.D. (Standard Deviation) = 2.13 
‘SE. (Standard Error) = 0.67 
S.E.M. (Standard Error of the Mean-%) = 2.24 

CONTROI, - Before Immersion 
X (Mean Sun Protectidn Factor) = 5.57 

;: SD.- (Standard Deviation) = ;- 0.86 : 
S’.E,“(Standard Error) = 0:25 
S.E.M. (Standard Error of the Mean-%) = 4.45 

*M.E.D. = Minimal Erythemal Dose 
#S.P.F. = Sun Protection Factor 
‘* Skin Type: 

’ Stated = Constitutive Tanning. 
Actual = Facultative Tanning. 

J.M. Martin and G.E. Greenoak, Directors. 7...17 


